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(0 . INVESTIGATOR'S ASSURANCE -/ i /i b g o o )
[mﬁfyﬂmﬂwmlxmddmﬂnuppﬁuﬁmwmup{&mdm
I understand that as Principal lnvestigator, [ have ultimate responsibility for the conduct of the study, the ethical performance of
mmm«mmmmwmmmjmmmiummmﬁwg&.whymm -
1 agree to comply with all UCLA policies and procedures, as weli as with all cable federal, Stare, and local regarding
pnum:annnciﬂhunmunantgeulswn::a:amcﬁytnctmﬂhu;{bulﬂmtlhminaiﬂn,Ibeihﬂhul::g? © s the

. mnqih:nenb;:::unchum:gl‘uutha approved protocol an::::ntii-mn without pricr FISPPC approval cmesgency,

. mmmﬂy&wm:mﬁuﬂhlﬁmmbjemathur‘:gaﬂyrmpmmuer;z:mdmm:

° = pllyluquurhuq;:qpmdin-nt|nruuﬂn:2::=:::5=r:ec!i:::?::izLeIISﬂﬂjlu1n1iﬁ-u;vrﬁlﬂun51rnrlilgllly!llfﬁttnrrentc.

) :EE::E;:;rtnasnnnzsggggzzszﬁiihﬂﬁylnlnyahsenn:?;;;::;:Lspllsnnl;::::;;;sal:}in::;:;nnrulﬁ:::;;ﬁ:nﬁun,orI
will advise FISPC by letter, in advance of such anmangements.
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l!vluw=ngnnnmu:usspunsur:nmthwstnsemndhamuﬂicuuuum.l:x:n@yih-xthe:mndunt o gpn::nnvnnhgptmrﬂsl:nuuﬂadgsnb&eainuutﬁh:
regulations and policies governing research with luman subjects and has sofficient this

o s " subj Irnmuumgamule:qnaiennelrlcutuhmct particular

* Tagreeto mmm&{ﬂ:elnymmm a regular basis to monitor study progress.

*  Should problems arise during the course of the study, 1 agree to be available, personally, to supesvise the investigator in solving

* T assure that the investigator will promptly report significant or umoward adverse effects to the HSPC in wiiting within 5 working
days of eccurrence.

- Iflwuﬂlhe:nmasaﬂatﬂe,351uhuu:u:sabbahcaﬂlenwm:qrvmu:ﬂhnn,lwﬁﬂlannugyeﬁuran:ﬂtanmnniicuhgrsponuortn:uannnn
mmmelmmmeMWIWd‘mW

~-aculty Sponsor ® Gf PI is a student or a fellow)  Dame
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BEsramwa® LCIUCLA Academic Senate Mepartment [ Gift Doter:
% P.L of Contract or Grant; Diaz-Sanchez, David
Fonding Source: NIHANIAID/EPA
Coantract or Grant No.: ES-03-004

Contract or Grant Title: Children's Environmental Heslth Center: Polluion-Enhance ABergic Inflanvmation and
Phase Il enzymes

2 }:;::;:ﬂ;::;;:;;i:;:::ﬁ::;%?::::::i;::;:g:‘nglh'u"B"E extramural fimding proposal, list all funding sources below.
a. PI. of Contrect or Grant:
Funding Soumroe;
Comtract or Grant No.:
Contract or Grant Title;

b. P.L of Contmct or Grant
Funding Source;
Contract or Gramt No.:
Contract or Gramt Title:
i STATEMENT OF FINANCIAL INTERESTS: I’ you are required to submit either a Form 730-U* or a Form

740-U* to the Office of Sponsored Research, plesse atiach 2 copy of thoss form(s) with this application. Scc #9 of
the Guidelines for additional informaticn regarding this requirement.

* Form 730-U, "Principal Investigator’s Stmsment of Eionomic Interests™ for non-govenmmental funded projects
* Form 740-U, "luvestigator's Statement of Financial Intevests” for NSF or PHS funded projects

4. Is this application for the administrative approval for a ‘raining grant, a program project, a multiple project grant, or
acentr grants? DIYes ENo 1f yes.sec Guidelines #14.

If this application is applying for an adngnistrative approval for fanding purposes only
andd does not involve the participation of kuunan subjects,
do not complete the rest of this application.
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SN I - SUIMMARY
THIS

- SUMMARY INFORMATION
SECTION BIUST BE COMPLETED

A involving tmman subjects is condacted by either the Medicel Humsn ject Protection
mmwmmwmsmmmcmmmﬁmmmu
uamre of the protocol. The MEISPC is composed of priznatily medicsl specialists, and the GCHSPC has prinG
mobdanﬂmmqmwwmla. To aid the OFRS staff in evalusting which HSPC is mast
h‘kdywmfwﬁemofmmLplmzcheukaﬂwwﬂmma:ﬁumﬁm

1. Will you perform medical procedures os part of this research proposal? B Yes OINo

2. SURJECT POPULATION: (Check all sppuopriate loxes.)

Bl Children (see Masol Chapters 1,68, & 10) Ll Cognitively or psychologically impsired see Mamval Chapter 4|
O Eldedy (see Manmal Chapters 4 & 10) [ nstitutional residents @zmawv(m-ma; ?
O Fetuses (see Manwal Chopier 8) Dl Hiomsa in vitro fertilization (see Adanmal Chapter 8)

Ol Pregnant womea (see Manual Chapier ) O Byclusion of minorities (see Manual Chapter 8)

O Terminally il (see Monmal Chapter 3) Ul Prisoners or pardlees (see nunmal Chapiers)

0 Comatose (wee Mannal Chapter ) Il Non-English spealing (see Guidelines 11 & Marual Chapier 8,
Ll Cancer paticnts (see Guidehines #-4) HWMWM(MMMEW&MMJJ)
3. [ the research involves amy of the following, check ihx: approprise boxes:
O Interviews O WAIDS
[l Survey/questicnngire B Cinical studics
DIBehavioral observation Olluvestigational drugs (if checked, complete Section 1)
o i DY [wvestigational devices (if checked, complete Section V1)
O Waiver of consent H Radiation (wee Guidelmes #5)
O Suudy of existing data (aee Guidelines £12) O Ccatrolled substances see Gidelines #6)
I Study of human biological specimens Vi goorganisms or recombinant DNA. (zee Guidelines #7)
(see Guidelines §12) Ol Poteatial development of commercial product from human
0O Vesipuncumre (<450cc) binlogical materisls (see Gridelines #3)
O Geactic research 1771 or Co-P1 is the treating physician

4. LOCATION(S) OF RESEARCH TO BE CONDLCTED AT:

HUCQ.A campus LI Santa Movica UCLA Medical Center
B Other Jocations, specify: _____

5. LAY LANGUAGE SOMMARY: (Plesse use noniechuical langusge that is understood by mouscientific
membess to summarize the proposed research project. The infonmation must include: (1) a brief stmement of the
problem and related theory supposting the jntest of the study, and (2) a brief but specific description of the
procedure(s) involving the human subjects. Attach an additional page as necessary. However, please do not
excend one single-spaced, Type-written page.)

See atached
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HSPC, including non-specialists. Define al) abbreviations and terms not of common language simple
wuords and sentence struchure as moch as possible, Lﬁﬂmjusﬂﬁcaﬁoni:;tmﬁded,&?ﬁmlvd‘z::ﬁuﬁm
nnls!:notwmwaad 10 pages (excluding references). Nimiber each page, beginning with pege oue for the first page of

L

INFORMATION REGARD NG BENEWAL APFLICATION (i) ]

L. Renewal Application: What benefits to the participating subjects or to the socicty have been dexived? Please

mmamwmmﬂﬁﬁﬁmmmm«smﬂmmmmm

;; gmwhn?mmmﬁsdmﬂhnw&mkmmvﬂ?
there any difficulty obtaini daining subjects or obtaining informed coneent during the
pmvimswmalpemﬂ? I yes, describe:
*  Approximately how many potential subjects have refused participation?
- Mmmﬁmmwyﬁﬂmmwﬁpn&nnﬁrmw
*  How many subjects have withdrawn participation at the request of the PI?
€) Have there been anmy umexpected reastions or complications since last scheduled anmal review?
If yes, pleasc attach Adverse Evem Repor's (Form HS-5). I you bave submited the Adverse Event
Reporixs. pleace state 0.
d) Approximately how many more subjects are rayuired to complepe the study?

2. Yurpose of (he Study: What are the specific scientific objectives (aims) of the reseanch?

3. Bachgreumd: State the backgromd of the study. [Include a critical evatvation of existing knowledge, and

spedifically ideutify the informadon gaps which the project is intended to fill. Descibe previous wosk in
anival and/or lnmnan studies fhat provide a basis for the proposed research and that suppott the expectation of
obtsining useful results without undue rigk to human subjects.

Note: Inchde appropriate citarions to the sciemtijic literature or atiach a copy of literature review.

_CRARACTERISTICS Oif JHE SUBJECT POFULATION (46) ]

Received Sep=08=04 01:03pm From=0

. Number of Sohjecte: What is the amticipated number of subjects to be cmrulled at UCLA and, in the case of

multi-center research, the total number of subjects for the entive project?

Imclusion/Exclusion Criteria:

d) What are the criteria for inclusion and exclusion?

b.} mwmﬁmwmmwwmﬂ .

¢ any incusicn or exclusion aiteria bescd on age, gender, pregnancy or childbesring potential, or
racisl/ethnic origin? I so, explsin and justify, i o
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M;qu‘bnﬂlmaﬂmnquﬂ 8, and individials diverse racii j
N Olmids ﬁmmmﬂg@mmumwmmqmm;mmmm

beay a disproportionate share of its bm@mr. Farticipation of adult subjects of both genders and diverse

MWWMkWJWMWchWm

6. w:wjm Will sny vulnerable sobjetts be inclhuded? I 50, identify the sobject groups and justify

C SURJECT IDENTIFIC/TION AND RECRUITMENT (7) ]

7. MM.MWWMRMMM What method(s) will be used to identify agd recruit
: mwnﬁmh?m:onpyufmyphmed:mmmmﬂmmwwjm

Note: The idemtification and recruitment subjecly must be ethicolly and legally accepable ovsd
coercion. MMmmwgrﬁgwk&Wbm&m&m ﬁm
Mmmmmmﬁgm«mmmmkmw,ﬁﬁcmg
CUHIVETITETICE.

[ METHODS /A ND PROCEDUEES (3-11) J

8. Methods and Procedures Applied to Hmman Swhbjects: Describe the study design and all
(sequentially) to which bumsn participants will be subjected Identify all procodures that are considered
experimentn] and/or procodures pexformed exclusively for research purposes.

Note: A clinical research protocol may involve intzrventions fhat are strictly experimental ar # may ol
some aspect of research (e.g., randomization among; stavidard treatments for collection and opalysis of roufine
elirical data for research purpascs). It I tmportaid jvr fis section o distingwish between interventions that are

9. For Rescarch [mvolving Survey, Questiounaires, efe.: Describe the setfing and mode of administering the
instrument (eg, by idephove, one-ov-one, or gyoup) and the provisions for maintaining privacy and
confidemtiality. hmhldeihe&naﬁminhvﬂsof&dnﬁlﬁﬂmﬁmwdwuaﬂlﬂlgﬁloﬁmﬂdplﬁm

Naotve: ympwﬁ&mgwﬂzgmmMWmmmwmawktfﬁe
questions or describe ihe subfect marter fo be covered, (If the instrument has been prepared even in drafi form,
subait a copy,) The finol servey imstrments or spasstionmaires must be reviewed and approved by the HSPC

before they may be wsed.

10. FDA Approval: Are there any investigational drugs or bialogical agents used in this study? If yes, pleasc
complcte Section [V, Are theve any investigation:{ devices used in this study? If yes, please complete Section
V. Ifthe sudy does not involve any investigations! dinugs or devices, this should be stated,

11. Data Collection, Swrage and Confidentislity:
2) How will data be collected and recorded? Wil ii: be associated with personal identificrs or coded to
protect personal privacy?
b) Where will the data be stored during the study snd how will it be secared?
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€) Who will bave aceess w the data andior 1 ‘the codes? I data with subject ident
- . - o ot X e subject identifiers will be released,
d) What will happen to the data when the reseacli has been completed?

L RISK/BENEFIY ASSESSMENT (12:17) J
12. Poteatial Risks and Discomforty: What arc the potential risks/discomforts associated with each intervention
or vesearch procedure? If data : i f
T s ltenmihblq, estimstc (a) the probability that a givea hamm may occur, (b) s
Note: A rislk'discomfort Is a porertial harm associated with the research that reasonable person wouwld
mm&mmmmymhmmm MMQMWM
Physical, psychological, sociological, economic and legal.

13. Risk Classificatiom: Whﬁemﬂﬂ[ﬂﬁt:laﬁﬁmﬁmdhmmn greater minimal,
significant, or unknown? thea '

Note: According 1o HESFDA Reguhaions mimincd risk meons “The protability and magnitude of harm

ﬁmemﬁmemnymmqwmmmmimaz
daily life or during the performance of routine physical or psychological examinations or fesis.” When the risks
associared with @ new procedure or product are wnknown, they cannot be classified as “wrinimal.” Youwr
ngx;MMnﬂnm%ummﬂmmm' clawse in the

14. Mimimizing Risks: What procedure(s) will be utilized to prevent/minimize any potentiel risks or discomfort?

Nare: All potentiol risks and discopfort must be iivimized fo the greatest extent possible by using procedures
@mWWWWq’&MWﬂquw@@MMG
mdmmﬂmwmmmmwwm sieps will be taken fo profect subjects from

15. :’)otuﬁalllencﬁls:
What potential benefits may subjccis receive 15 i result of their participation in the research?
b) What potential benefits fo sociely may be expecied from this research?

Nore: Socictal benefits generally refer to the acwemcement of medical knew
of ledge andiar possible benefit io

16. Therapentic Alternatives: What therapeutic sltemaiives are reasonably available in the nonwesearch and/or
reseaych context that may be of benefit to the potenii:d subjects? -

Note: This section stould inclide a reasonably deiailed description of the therapentic altcrnatives thay conld be
used to treat the patient showld they elect not fo partivipate in the protocol

17.%%%%%Mwﬁ:d&rm&.wﬁﬁ&@d&e-wﬂﬁa

Note: The potential benefits of rescarch must justify the risks to human subjecls. Some risks not be
reasonahle. ro maper how important the potentiol hemefitx. ?Mrwmiﬁadhm%hw
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Maﬁmﬂkﬁrmmmdmpmmd@mﬂmﬁrmm Fhen
comparing the rist/benefil ratio of rescareh with 2hat of available e i
“ mivsing- s e 1 of altermatives, the alternative of doing nothing,

L __FINANCJAY, CONSIDERATIONS (1$-20) 1

18. Paymeat for Participation: Describe all plans tx pay subjects, in cash or in kind. i no payment is plamed.
Mdnqdbcmd. mmmmnmmwmmwmwmaﬁmmw
financial inducement or payment fior participation? Will they reccive scrvices or other benefits instead of cash?
Will they be reimbursed for travel and othes: expen;ses? ‘What conditions must be fulfilled by subjects to receive
either foll or partial paymem?

M_mm{waqur;mmmmkmﬁmﬂnMW
e e s a5 he s e e it ettt oot o
- v 79 pariicipate rese If @ non-provated system of paymert will be used, this

19. Financial Obligations of the Subjects: What financial obligations will subjects incur as a result of
Pa:::mm&en-iy? Will subjects have to pay for auy of the weament(s) they receive or tests performed
m research?

Notc: This section should clartfy who will pay o procedures associated with the study ax well as financial
respansibility for routine climical care (e.g.. Diagnustic tests, hosphalizarion, follow-ip). Insurance ard other
third party payers may not cover procedares associated with participation in ressarch (even if they might have
paid far smme of the procedures in commectiom vith standard therapy). Consegwently, subjects’ casts may be
irrcreaed as a result of additional follow—wp exanvinations and/er tests required by tre research.

2D. Emergeacy Care and Compensation for Resvarch-Reated Injury: If the research presents greater than

mimimal rigk, what emengency care is availablc in sase of Tesemrchrelated injury? Who will be respousible for

the cost of such care? Will subjects be compensazed fir out-of-pocket expenses or lost wages if they suffer a
h-related infury?

e Consent Form. (Forms HS-2 & H3-3).

: _INFORMED CONSENT (21-26) |

21. Capacity to Consent: Will all adult subjects have the capacity to give informed consent? I not, describe the
Jikely range of impainnent and explain how, and by whom, their capacity to consent will be determined,

Note: In research imvolving more than minimal risk, copocity to consept dfonuld be determined by a paychiatriss,
clirical psychologisi, or other gualified professivmil not othenvise involved in the research, Individials who
lack dhe capacily fp consent may participate in research anly if consent is given on their behalf by a legally
outhorized reprasentative.

22, Personod Inviting Participants: Who will be inviting subjects to participate and what will they say? Identify
by name and training the individoal(s) suthorized to describe the rescarch to subjects/ropresentaives and 10
imvite their participation.

Nose: Qnly those individwals awthorized o soficit consent may sign We consent form confirming et the
prowpedive subject was provided the necessary infmmation and that any questions aded were answered.

Received Sep=08=04 01:03pm From=0 To=USC PREVENTIVE MEDIC Page 008
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23. Pruocess of Consent: How and where will the consent process take ace? How will it be structured to enhance
independent and thoughtfil decision-making? Whumﬂkﬁimwﬂmﬂmwmm

Note: Consider: q)ﬁemi:madhm:nwhwhﬁmimmkmﬁdm-b the tinzing of the
m(%hmuwmammwmqiwq
moﬁu@hﬁm@mmwmw%mmﬁmﬂgwﬂﬂz praspeciive
R 4 4 55 2
Mﬁw&mﬂ” discuss participation in research with _family, friends, their advisors bofore

24. Comprehensipn of the [nformation Providesd: Huw-mdb!whom-wm’ﬂbedﬁunﬁnedmh

subjects or their Jegally muthorized representative: understand the information provided?

Note: mmmmmm&mmmmwmmmm
exisienice of an acceptable level of comprehension before comsent is docsmented, The principal imestigator (or
WW)”W}WWM'MMMWMWWW
mmﬁgdhmh!Wqudmmm U is imporiant vhol they
nnderstand the purpose of the research, the nature ad duration of the procedares, any risks and discomfores
imvolved, the possible benefits to the subjects o others, and their right fo withdraw consent al any time
S o ot e s LT T el st i o el
; oy t0 ; of pragedtive " i i
dzm;:ﬁ. mmaw;&mmmmmmwﬂaﬁmmgrm

25. Fnformation Withiicld From Subjects: Will auty information about the research purpose and design be
withheld from potential or participating subjects? if so, explain and justify the non-disclosure and describe
plans for post-study debricfing,

Note: Any non-disclosure must be approved by the HSPC and may not exclude information that a reasonable
person would want to know in deciding whether to participate in the research. In addifian, the alteration in the
conserd procedwre must be approvable wnder 43 CFR 406.116(d): () the research invoives no more than
minimal risk to the subjects: (2) the waiver or alieratian will not adversely affect the rights and welfare of the
subjects; (3) the research cowld not te carried owt without tle waiver or alternation: and (4)
whenever appropriate, the subjects vill be provided with additional pertinent information after participation.

26. Consent/Assent Forms: Specify the form(s) that will be used among the following: adult consent form,
parental consent form, proxy conscut fonm, youth asient form (age 13-18), and/or child asseat form (age 7-12).
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Section Il - Summary Information

5. LAY LANGUAGE SINMMARY: :

1) Backerownd: Allergy and 2sthma bave been imcreasing since the ousel of the industrial
Mdﬁmlnmmemaﬂmhvaslmnnﬁnnﬁcﬁziutbchddmmdh}fw
Mmm%mhmﬁumﬂzbmmrmwmnpﬁmmmﬂmasa
visk factor. Changes in the quality of the air we Ixath related to sir bome “polfatats™ are likefy
mwwm&mmhmmwmdw
ﬁmaydimhwkmmkhyuﬁcmmdmdmmmwumpﬁdnmm
qummmmm]h»mmmmmwmm
chemicals (autioxidanis) may protect against allergic reactions. We now know that the effect that
pollutants have on people is diciaied by the levels of these namval chemicals. We know tha
pollutants kave increased effects on children. We therefore want to test whether the reagon for this
isﬂmcﬁmmlmdmwgtlnnndnhs.WewiIldnthisbypufmminga
procedure we Iave donc on hundreds of adults over many years, a masal challengs with the model
Nlmtﬁmmmawmmmmhnﬁmﬁwmmmm
hvdwmiﬁmlﬁsk.WcﬁuleMHhemmldaﬂﬁaﬁmpMm
chﬂlmg:.Weammequcﬁngpumimimmpﬂihrmﬂnmanesmdﬂdlmmdm—ls
years and comparc their responses (o adults aged 21 and over.

2) Procedures:

Nasal Lavage: nasal Javage simply consists of having the indjvidual put Scc of salt water in each
side af the nose. This is done with the tonguc up against the back of the (hroat so the fluid does
Bot get swallowed. The Auid is left in plave for about 30 seconds, the head is then tilted forward
and the fluid is allowed o drain inio a basin

Diesel exhurust porticle chollenge. A small amomt of fluid (about S drops) contsining diesel
exhaust particles in an amovnz up 1o that cquivalext 10 about 2 days exposure to Los Angeles zir is
simply sprayed into the nose.

Received Sep=08-04 01:03pm From-0 To=USC PREVENTIVE MEDIC  Page 010



99/88/2884 13:87 a CIA PAGE 11

Section IV ~ Protocol Sumnmary
L Remewal Application: N/A

2, Parpose of the Study:
WMdehmmeWmiwmmmmsmpn‘blemﬂ:eeffannfplhﬁmnd
why. We will test the hypothesis that froman anticidam enzyme production in children is less than that
mhaﬂﬂmhmmmﬂuﬁmm&mmnmmmswmbmbm
imymune cobancing cffects of poliution Over the past 10 years, we have defined and refined cor model of
the efffect of diesel mmmmmmnwmmmmmmm
cellular and molecular mechanivms for the DEP adjuvant effect. We will ase this cstablished and safe
made] 1o test our hypaothesis.

3. Background:

memmmmmmlxamﬂmmspﬁeofm&rmmmd
many jssues related to allergic inflammation and llergic sirvay discase. Changes in ehildbood infections,
diet, home construction, air quality, apd persoml activity (both the amount and sature) likely aNl play some
role(1) We believe that combustion products, excmplified by diesel exhbaust particulates (DEP) are one
noportant faclor in the chamges in allergic airway observed aver the Jast 200 years and are also Jikely
confributors to the more recent uphum in the past several decades. We have investigated DEP as a model
pollmant. DEP have a particulate and chemical compopem and make up an important part of the
mmwmmmwmmmumbeqmﬁmmmmrmﬁmm
Farthenmore, DEP make up, as substantial part of 1ht: 10 micron or smaller particles (PM10) in a city voch
a5 Los Angeles (3).

Our previous studies have compared individuals cxposed expetimentally to allergen alone or to allergen
plus DEF at the equivalent dose of 2 days exposure: in Los Angeles. We have shown that DEP will angment
allergen-induced IgE (allerpic antibody) mespovses. histamine production, cytokice amd chemokine
symihesis and symplom severity. (3-5)

Scveral smudies have suggested Mt gencration of Icactive oxygen species (ROS) are important in the
pahogenesis of allergic ajfway disease and expoymic 10 xenobiotics soch as DEP. Following an inital
report by Tagafuji €1 al (11), cXiensive studies in mic: by Sagai 1 al (6-13) have shown that both acote and
chromic cxposurc o dicsel by acup: inivafraches! instillation or chrogic inhalation leads to increased
expression of ondative stress in the Jung in assocdadon with airway hyper respousivencss. These samc
investipators also showed diar, in vino, DEP extracks generate oxXidative stress (measured at super oxide)
when mixed with a microsomal preparation of lung issne. They went oa to show thal pretreatment with
super oxide dismutmre was able o inhibit the inflanimatory cffects of DEP in vivo and that glutathione and
other antioxidants was able m inbibit the in viwo affixct, Similarly ireatments with cither a nonsperific or
specilic inhibitor of ROS were able 1o protoct mic: ugainst DEP induced ajrway infJammation. Oxidative
mimmuyumm@mmmmmwmmywmmmm
and sheep (14,15). Data for the primary involvemem of oxidative sess in human allergic airway diseases
is less well developed  Following pulmonary allergen challenge, superoxide is generated i the human
lung. We have found that within fwo houns following exposure to DEP there is a marked enbancement of
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the generation of ROS in oasal lavage cells measured a5 DFP Auntcscsnce and a3 a shift in the rado of
reduced 10 oxidized glutathione.
Omnﬂ,ﬂummmmmgwidmmfwﬂnimdmdﬂnmidﬁwmmmﬁmm
the observed human cutcomes. Humaps and other vertebrates iive developed natural defenses o combat
Mﬂmdmﬁ&ﬁwmﬂmaﬂﬁm&hﬂm:mmumfamﬁmdkw.hm
Mmmmmhagmmfwmahwwm
(NQOI, GSTM1 and HO-1). lnud:mam]mbwﬂimuﬁumuinumdﬁdmdﬁe
guwmlmablemmakcﬂlemﬁosichnﬂls-lﬂ.ﬁ%alnvcﬂ:m&n:inﬁvidmhwhhdmpdymupﬁm
uﬂlhmmﬁﬂcmﬂmawndmﬁng:emam.tm.

M js taken a5 a given that children are at incrensed sisk to air pollution than adults. However. the reasons for
MsmmMmThcmmamismatﬂhdr'mmsﬁllmngﬂRmmhimwe
qmlimd‘whmmalyisiﬂmhu!ismﬁalﬁxrnswhezhhwdwisembplulenclﬁldrm.Waz
bdiGmMahyfmisdmﬁﬂmm%mﬁmduhnmmprMdiﬁmmmmw
mmmmmmmmmmywmmmmmm
modcl and measaring Phase 11 expression in adults ;md children.
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4. Number of Subjects 40 children and 20 adults during the course of the study

3. Inclusion/Excluosion Criteria:

3) What are the eriteria for inelusdon and exclusion?

A. Inclusion critexia
Age 10 w 15 years old, or 21 years andl Over.

B. Exclusion oriteda:
Exclusion from the study will occur if subjects bave any of the following condldons:
i) A history of Jung problems (fucluding esthma), bicoding, nesromoescular, liver,
kidney or heurt disordemn. History of araphylasis, Recent upper respirancry infection
(less than 4 weelks prior w snudy) or other autive mfection.
ii) Active smoker ar smoker in past 2 wears.
fiii) Treatment with aypical steroids (<3 months), systemic steroids (<3 months) onal
antihistamines (<] month) or ever having been oa allergy immmunotherapy.

b) How will eligibility be determinel, and by whom?

Higibility will be detenmined by ssking the subjects if’ they wish 1o panticipade oo not.

The subject and fhe P.L apd in the case of children. the parcnes, will determine

eligibility.

€) Are amy inclusion or exclusion criterin based om ege, gender, pregmamcy er
childbearing potential, or racialethnic origin? I so, explain and justify.

There is no exclusion except for age. Subjects must be age 100 © 15 years old, or 21 years and

over.

6. Vulnerable Subjects: Will any vulncrable subjects be included? I so, identily the subject
groups and justify their involvement.

Children will be included. The whole wtionale for this study is that while much work has been done on

adhlis, pallution is thought 10 primagily aifect children. This stedy is being pexfosmed 10 understamd and so

combat the meckanisms involved.
UCLA students and staff will be included. In the past scveral members of the UCLA community have

asked 1o participate in similar stodies. While pot sctively recriting this population we have po reason ©
exclude them as part of the general population pool.
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7. Method of Suliject Identification and Eleeruitment: What method(s) will be ased to identify

and recruit prospective subjects? Attach & copy of eny planncd advertisements/notices and lelters

1o polential subjects.
Gim&camﬂnmbcr'ofsuﬁmumdd.mbjecmwmhmﬁbdbywmddmWcmceive
MWMMMM3mmﬁsmu&omwdnmmmmm
advertise. Infomcdommabminalfmsuhiemby&ehimipdmuaﬁmwwﬁbyexphiﬁug
hmdhmfmmﬂmmﬂﬂumﬁnm%mmm
Wmﬁdhmdiwmdhamdamuﬁhdhfmaﬁmhmmﬁddintbﬁnrmmﬁmwﬁmn
s‘gwdhyﬂnnﬂqjuzmthemnfdﬂdlmdmlmﬂgmﬂimmdﬂscmdmmhltixmadc
dwhlbcchildMﬁmhmoﬂigﬁmbdmﬂmﬂndymdihﬂmifhmwtbeyﬂmﬂd
ol agree to do the study if they do not want & or feel uncomfortable. Both the consent and the assent form
must be signed,

8 Methods and Procedures Applied to Himnan Subjoets:
M!hmmwmmgmwu;Myfwmwmmmmmw.
All these procedures have been previously approvied by the UCLA for adults.,
Mjwﬂuslmgeispcﬁmbthingmemﬁmﬂmddmmdrmwﬁm
tilting their necks back 45° from the: borizootal, Into each nostril S ml of pormal saline tat had been pre-
warmed 10 37° C is delivercd by pipctie. Afer 10 scconds, daring which the subjecis shake their heads
softly from side to side, they bring their heads forward, expelling the wash fluid into a plastic receptacle.
The Nwd is then ransfgred 10 a scparate wbe. The subjects then perform up fo fowr subsequent pasal
Wwashes al 30 sccond imfervals with each wash being collectd into a separate mube. Such lavages will be
pesscrmed before and 24 hours afier challenge with 1DEP or saline so as 1o examine the changes induced by
the varions chalicages. Nasal challenge has been used in children as young as 2 years old. In previous
studics we have observed Dt children between 10-15 years can perform this technique as ably as adules,
Diceel exhansy particle (DEP) nasal challcge: ~ A small amount of fluid (about 5 drops) conlaining diese
exhawst particlcs are be sprayed int the nose with an atomizer. The maximum amomt of DEP osed is 03
mg of particlcs by woight; this is equivalent to an average 2 day cxposure 10 Los Angeles air and is Jess
than Uhat that would be encountered from passing behind a diesc! bus as it stans up. The amount js
therefore no more than that which the subject may be exposed to in a natural environment The DEP vsed
bax been tested and is devoid of endotoxin.

Study design
A double-blind randomized cross-over exposare design will be used 1 test responses 1o four differcnt DEP
doses: - O (control), 30, 100 or 200 pg- Subjects will perform nasal lavage sampling immediately before and
24 s afier each DIEP challenge. Subjects will be randomized 10 one of four groups which will receive one
of the doxes of DEP. Bach subjoct will be assign=d af random © one of the 24 possible sequences of 4
exposures. No twvo subjects will have the same sexprance. Afier a four week washout peziod, subjects will
return for onc of the thyee altemative challenges. The subjects will retum for the third and then the final
challenge cach afer 2 four weelks hintus. A 4-weck ‘washout prriod is chosea based on our previous DEP
studies. We will use the colls secovered from the nasal lavages to measure expressian of two key Phase Ii
anfioxidant genes (NQO1 and GSTM1).

9 For Research Involving Survey, Questicniaires, ote.s N/A

1o FDA Approval: N/A

Received Sep=08-04 01:03pm From-0 To=USC PREVENTIVE MEDIC  Page 014



Bs/88/2084 13:87 a CIa PAGE 15

11 Data Collection, Storage and Confidenitility:
a) How will data be collected and n:corded? Will it be associsted with pereonal
identifiers or coded to protect personal privacy?
Data will be reconded using 2 numerical code and recorded in a laborabory report book for the
stody. The numesical code will known oaly by tic PJ. and the co-P1. All yeferance in poblished
matcrials will use the code and no ofher details W cosure ancnymity and confidentiality.

b) Where will the data be stored dudng the study and how will it be secured?
‘Iln:dah:!vﬂul:asmunulﬁn:ulu:in:ic:ﬂinztlurdhnmun'ﬁ:ﬂmcl)iniunldf(]ﬁmﬁcilEunnnmmiouurand
Allergy. The key to the codes will be kept scparaely from the recorded data.

c} Whowinhnvemtotbedmmmdfmmthemdes?]fdamwﬂhmljm
ideotifiers will be released, specify the person(s) or agency © whom this
information will be relcased,

The P.1. and imvestigators will be the oaly individuals; with access 10 the data and codes.

d) ‘Wha will happen o the data whes the research has been completed
The dain will be stored for 3 years in a locked space, :and destroved thereafter.

12 Potential Risks sud Discomforts:

Naes] lavage: The risky of masal lavage are that Some salt wager may be swallowed, although possibly
unpleasant it ie harmiess.

Diege] exposurg

Diesel is comsidencd a tosic air conteminmnt in Califonia, and a Hkely” coginogen by the U.S. EPA.
However. it is clear that it potential effects on cancir come caly upon high level life-iime cxposures and
nof acute expostures. [ndeed, the US BEPA itsell has given approval for its own scienrists o do humag diesel
exposures. It shonld be stressed that the concentruticons used bere mimic real wuorld exposure levels., 1t is
Wimmntbmliseﬂﬂttﬁemﬁsﬁm:iﬂﬁlﬂiﬂltﬁmliaaddyforlungmnmmm
following nasal challenge. the amommt that will reach the hmg is extremely small; most is cleared by the
masal cilia in 48 hours or else swallowed and naturally excrated. [n mre coses, subjecty may expericnos an
unpleasant taste like sool. Some iiching may occar.

13 Risk Classification: The risk classification is minimal

14 Minimizing Rislos:

Every effort has been made 10 minimize anv potential risk. The subgecis will always be viseally monitored
by the staff and a physician (Dr. Casillas) will be present, ncarby, and/or reachable by heeper. Tho Pl is a
mmbudmequﬁ&bnﬁﬁcAdﬁmryCmmi&efa&eUSEPAmdwmwM!-Enld:
Assessment document for dicse]. If any new information regarding risks becomes available, he will be one
of the first to know.

1§ Potential Beucflits:
&) The benelit to the subjects is the knowledge of how efficicnty they produce gamwal chemical defenses
(Phase 1] antioxidamts) in response 1o a poliotam.
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b) The benefits mmﬂmimmmmuammmmmmm
bdumdauuaicrmmhdﬁl&mmﬂmmlhmtmhw,mmmﬁmmﬂegiﬂm
be designed 10 protect this susceplible popnlation.

16 Therapeutic Alfernatives: N/A

17 mwﬁnulheﬁsksmmmmmepmﬁdbmﬁummhmh
low.

pt: 8 Hmmtfw?aﬁdpﬁnn:swjmswiﬂhemhnbmwdmﬁﬁumuim.nmfmmgm
mammmqnnra’lamemmmmmuwhamw
Javage, the subject will receive $40. Since therc an: 4 challenge conditions (DEP a1 0, 30,100 o 300 pg)
and therefore a maximum of 8 visity, the maximum payment will be $160. Please noge that in the case of
thedlikhm,allmmlswiﬂbeiothcdildandnolmlbepmmmmnﬁm

Additionally, we provide a $7.00 parking validation for each day for a cost of up to $56. In the cawe of
dﬂmmﬁnummmmﬁmm-emmwummmm

L Fmancial Obligations of tire Sabjects: There is no financial obligalion towards the subject.

20 Emergency Care and Compensation for Jesearch-Relsted Injury: N/A
21 Caparity to Cansent: All aduit subjects will kave the capecily to give informed consent.

z Persvunel Inviting Participants: The Principal Investigator David Diaz-Sanchez, Ph.D. or the
Co-Fl Adrian Casillag , M.D. will be invitng subjecty to participate.

poc Process of Consent= The comscot process will lake place in CHS, room 57-115. The consent
rmwinhemdbyu:subjn,mmmq;rwﬂlbeamodmeuplainitbnd:mihemvia‘ng
rescarcher. The subject will bo asked if they tave ary additional questions, and they will be told to sign it
ol iheiy Jeisure. ]fmy,mﬁmhﬁmw:ﬂnmcmmmm;mﬁdpﬁm In the case
of childeen, the child must axsent regardicss of whether he parcal/emandian does. The child will be
mﬁmwmdmmmhmﬂymnﬁwrmmmmmw&mww
upset if they decide oot 1o go ahead. They will bo ol that they oed not mmake any decision therc and then,
(hat they can go home and think about it

24, Compreliension of the [nformation Provided: The Priocipul Investigaior or co-FI will be
determining if the snbject understands the information provided. For the adults, they will ask 1he subject (o
cxplain what they understand: the procedure, risk/benskits, ete. For the children, they will ask the children
dmﬂaqumﬂm&m:ﬂu&eﬂﬂyaﬂm%awﬁwdamﬁnkmm&mﬁﬁtm?ww
gndﬂﬂngwlndlﬁngsdomthinkmhamirmdomemw.

25 Information Withbeld From Subjects: No infenmation is to be withheld from the subject.
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' used will be adult consent Forms which will
ag parental consent forms and child assent forms. also scrve
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Diaz-Sanchez- 1 of 5

DivisionofCli:ﬁaalIInmm\ology and Allergy
UCILA Scheool of Medicine

CONSENT FOR PARTICIPATION IN RESEARCH: Pollution-enhanced allergic
inflammation &: Phase Il enzymes

You are asked to participate in a research study conducted by Dr. David Diaz-Sanchez
m&mm%mmmﬁw th:nd ke
ofHealﬂlmlH%mandﬂ:eEnvimxmmta]i.]?rolncﬁmAgm. bl’(rouhavebemm]mdm
participate in this study because you ire a person who can make responses to
pollutants. Your participation in this stugly is entirely voluntary. You should read the
deciding whether or not to participate. The number of subjects at UCLA that are
expected to encoll in this study is approximately 60. The duration of your participation
if you complete all the study should last sipproximately twelve weeks.

DhchmmYmhal&mmﬁdemayheanﬁwmﬁgatmd&ismd:Maﬂnm
investigator, is interested im your climical wellare and in the conduct of this study. Before entering
this study or at any time during the research, you may ask for a second opinion about your care from
another doctor who is in no way associated with this project.  You are not mnder any obligation fo
pacticipate in any research project offered by your physician.

PURPOSE OF THE STUDY
The of this study is to campare the ability of adults and children in producing
natural icals (antioxidants) that protect against pollution.

FROCEDURES
If you volunteer to participate in this study, you will be asked to do the following:

1) Naeal
The nasal challenge, involves placixg several small miste of fluid into the nasal
cavity. Each will consist of between one and five small samples (0.1cc,
or about three drops) of fluid applied to the nasal cavity through a sprayer and
will contain soot from a diesel truck (diesel exhaust particles).

moontanung. different bl by g e parh;fes .
ind i amounts of particles. The highest amount of icdes you
mﬂemhwmmwsawmwmmmm This
is than you would receive from passing behind a diesel bus as it starts its
engine. There have been no reported adverse reactions to this procedure, other
than the possible uncomfortable fecling of fluid being sprayed into your nose.

2)  Nasal Lavage. Samples of nasal lavage fluid will be obtained which involves
tilting the head back, holding your breath for a short period of time, having one
teaspoon of sterile salt water placed in one nostril, and then recovering the fluid

by repositioning your head down znd catching the fluid as it exits your nose.

DATE OF PREPARATION: 08-08-04
UCLA IRB #:
EXPIRATION DATE:
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Diaz-Sanchez- 2 of 5

3. M(maayLymwiﬂdoaJmmdhvagemﬂthmbednﬂmgedwiﬂldimd
mmmmmwmmmﬂmmmmeﬂlpm
t!:esmesduduleaﬂuaperiodmffmmwe&s,dght or 12 weeks. Each
time you will be challenged with a different amount of diesel exhaust particles.

et ey i

is a possibility of ing this fluid which has a salt
walﬁertastebutamhvase’laano&lersubsitam. Mdlswal_lnwmg tional potential complications of
lusallavgemdudeaswaﬁm(hﬂmhﬁmoof&mﬂlﬁdw&ismfmhﬂe,butthe
mn?tqfﬂnﬁdlssos:mnﬂmtﬂm:isnnhmwnpm@ﬁﬁtydmymsﬁm

Diesd&ha}mtpmﬁdesmnhin”polydniirm&clqdmm‘Wlﬂdlmm
cancer-causing agents (called carcinogens) in laboratory enimals and man when
repeatedlyexpmedmhghmghmmnuaﬁmomyeam.Mmmglﬂniyw
todiadedmmtatwmkfurnmwyeamlnveshownsﬁghﬂy}&glmmbeao{m
than similar men in "dean"” jobs. For these reasons the State of California has classified
diesel exhaust as a carcinogen. The excess cancer risk from one or a few diesel
o ey S feww ﬂr'ifﬂgyfg Y. s

a in a city ou i some
b spa:;h;g furafewfjl , Angeles. may experience

ANTICIPATED BENEFITS TO SUBJECT'S

This study is not being done to improve your condition or health. You have the right to
refuse to participate in this study. Your only benefit is that you may learn how well
your body makes antioxidants in response {0 pollutants

ﬁsnmg\mnmﬂrrrsmsomr:r sl
is study may benefit society by increasin our understanding of the mechanisms
i:&dulﬁeaﬂﬂgicdkemqmﬂwlqdﬂd:m.agemmsmpﬂblempdhﬁmeﬁmbﬂlm

ALTERNATIVES TO PARTICIPATION
The alternative to participation is not to participate.

PAYMENT FOR PARTICIPATION

You will be paid $20.00 per lab visit (total of 8 visits). This amount will be paid whether
you complete the session or withdraw for any reason. Aﬂayowg‘hqpahmymwﬂl
notberequimdtomtmﬁxafollowuu!:wi:ﬁt. The total payment for this study is $160.
Parking will also be reimbursed ($7/ visit) if applicable.

MMMERCIALPRODUCI‘S s

tissue or fluid samples are important to thi research study. Your sample will
beownedbyﬂleUrﬁvusityoECaﬁfonﬁaorbyaﬂﬁrdpartydesignamdhyﬂ\e
University (such as another university or a private company). If a commerdial duct
mdevdoped&mnmmmﬂuammmerdalmodudwﬂlbeowned the

DATE OF PREPARATION: 08-08-04
- UCLAIRB &
EXPIRATION DATE:
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University of California or its designee. Yiou will not profit financially from such a

INFORMATION ABOUT YOUR SAMPLE
On the chedklist below, you are asked fo let us know if you would like to receive
information about the results of this study. There are two types of information you may
receive:
Lgﬂﬁalhnﬁmaﬁmaboutwhatﬁtﬁaahxdyfomd(mwrﬂmimmofﬂmsﬂdy
2.spedﬁcinfmmaﬁmabmttwh:tﬁ:estudyfmmdaba:tyourmdividn)al

You may also choose mot to receive smy information Research is a long and
complicated process. Obtaining general information from a project may take years.
Even if there is general information from a project, there may not be personal
information for every participant.

FINANCIAL OBLIGATION

imei&myounorymummm' company will be billed for your participation in this

llj:fMERGENCY MMWA\THMMY o
are injured as a direct result of rece: procedures not done primarily for your
oﬁumﬁ;ymmanMaﬂ:rmm The University of California does not

provide any other form of compensation for injury.

PRIVACY AND CONFIDENTIALITY .
The only people who will know that you. are a research subject are members of the
research team and, if appropriate your physicians and nurses. No information about
you, or provided by you during the reseach, will be disdosed to others without your
written permission, except

- if necessary to protect your rights or welfare (for example, if you are injured

and need emergency care); or

- if required by law.
When the results of the research are published or discussed in conferences, mo
information will be incdluded that would reveal your identity.

Authorized ives of the Natiorial Institute of Allergy and Infectious Disease

gk, 56 4 el ligy ey wer B e it e o S ektead
a £, see I name; they are rules

mﬁdmﬁuqmmrwmmgﬁro&m& “

Y les will be i and a code will be assi to known
ﬂ::rnm kept private a o assigned to them, only by

DATE OF PREFPARATION: 05-08-04
UCLA IRB #:
EXPIRATION DATE:
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PARTICIPATION AND WITHDRAWALL.

Your participation in this research is VOL.UNTARY. I you choose not to partic
that will not affect your relationship with UCLA (or UCLA Medical Center), or your
right to health care or other services to which you are otherwise entitled. If you decide
toparﬁdpahe,youm&eemwﬂhdnwymcmsentmuidimﬁnmparﬁdpaﬁmat
any time without prejudice to your future care at UCLA.

WITHDRAWAL OF PARTICIPATION BY THE INVESTIGATOR

The investigator may withdraw you from participating in this research if circumstances
arise which warrant doing so. If you becimme during the research, you may have to
drop out, even if you would Jike to continize. The investigator, Dr. Andrew Saxon, will
make the decision and let you know if it is possible for you to continue. The decision
may be made either to protect your health and safety, or because it is part of research
plan that people who develop certain conditions may not continue to participate.

If you must drop out because the investigator asks you to (rather than because have
duidedmymrommwi&dmw),yumwmbepaidmeapplvpﬁaieamﬁgtfm
completed procedures.

NEW FINDINGS

During &temumetﬁ&mstudy,youwﬂ][lbeinfumedofanysigﬁﬁmntmwﬁndings
(dﬁa-gmdmbndj,suchasdmmm&m:ﬂsksmbmaﬁlsmumngﬁommm
m&mm«mdm&vempmﬁdpa'm&ntnﬁglummhwW
nundabmrl:om:duumlgmthesmdy Ifmwmwwmm
consent to continue participating in this study will be i

IIIII)E‘I:TH-ICATION OF INV'BSTIGATO]{I!:E

event of a research related injury or if you experience an adverse reaction, please
immediately contact one of the investigators listed below. If you have any questions
about the research, please feel free to contact David Diaz-Sanchez, Ph.D.. at 310-825-
9261; 10833 Le Conte Avenue, Room 52-175, Center for Health Sciences, UCLA, Los
Angeles, CA 90095-1680. Dr. Diaz-Sanchez can be reached 24 hours a day/7days a
week%mﬂhg&ﬂﬂ?l@.ﬁdﬁma&r,ymmm&amﬂm.wm&sﬂhs
at310 1153.

RIGHTS OF RESEARCH SUBJECTS

You may withdraw your consent at any lime and discontinue participation without
penalty. You are not waiving any legal daims, rights or remedies because of your
partidipation in this research study. If you have questions regarding your rights as a
mmm@ymmmaumm&mmmmdmmmw
Ueberroth Building, UCLA, Box 951694, Los Angeles, CA 90095-1694, (310) 825-8714.

DATE OF PREPARATION: 08-08-04
UCLAIRB #:
EXPIRATION DATE:
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Diaz-Sanchez- 5 of 5

SIGNATURE OF RESEARCH SUBJECT OR LEGAL REPRESENTATIVE

I.havemd(orsnn;emehasrmdtomejlheiuﬁmnaﬁmpmvidedabom 1 have been
given an opportunity to ask questions and all of my questions have been answered to
ﬂyﬁofmmlﬁghm. Ihavebamgwmampyufﬂﬁsfumuaswe]lasampydﬂw&:bjw (]

BY SIGNING THIS FORM, I WILLINGLY AGREE TO PARTICIPATE IN THE
RESEARCH IT DESCRIBES. e

Name of Subject

Signature of Subject Date:

Name of Parent or Legal Guardian (if applicable)

Signature of Parent or Legal Guardian Date

INFORMATION ABOUT MY SAMPLE
Please indicate by checking and initialing the category below what of information

you want to receive. It is your resporsibility to let the i i know if your
address and/ or telephone number changes. ﬂlecnntacthlformaﬁmism&ﬂsinfmjl;aed
consent form under “Identification of Investi -

0 ____ General Information about what the etudy found

O ____ Spedific Information about: what the study found about my sample

0O __ Idonot want any information about my sample
SIGNATURE OF INVESTIGATOR

I have explained the research to the subject and answered all of his/her questions. I
bdimﬂnthe[shemdmhndslhekﬁm:maﬁmdﬂuibedmﬂﬁsdomandﬁeely

consents to participate.
Name of Investigator

Signature of Investigator " Date (must be the same as subject’s)

DATE OF PREFPARATION: 05-08-04
UCLAIRB #:
EXPIRATION DATE:
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Dﬁﬂhﬁ?ﬂf@h@!ﬂ]&
Division of Clini mmunology Allergy
UCLA. School of Medicine

ASSENT TO PARTICL[PATE IN RESEARCH
Pollution-enhanced allergic inflammation & Phase II enzymes

1. My mame is David Diaz~Sanchez.

2. We are asking you to take part in a ressarch study tecause we are trying to leam more about pollution and
why it causes childten to be more likely to have hay fever, Hay fever is when you sneeze and have a runny
wose when you are near certain weeds or plants.

3. Ifyou agree to be in this study:
a) We will ask you to put a small amount of salty water in your nose. You will keep it there for 5 seconds and
then blow it into a cup.

b) We will spray the inside of your nose with salty ‘water or salty water mixed with some diesel soot. This
may cause you to have a runny or itchy nose for a fow minutes.

c}menmctdnywewiﬂaskyoutowmehankandwewﬂlamputasmallnmountofsahy warer in your
uose, You will keep it there for 5 seconds and then blaw it into a cup.

d) We will ask you to come back 3 other times to repeat the experiment.
€) The number of visits you will make may be as few as one or as many as 8.
4. Some of the following things could happen to you from being in this study:
a) Your eyes and throat may become itchy and you may get a headache. Breathing diesel soot over a lang time
1s bad for you and may cause illness. However, you will only receive a small bit during this study, less than
what youn would get if you passed behind a bus.
b) Youmay swallow some salty water when we placs it in your nose,
¢) You may sneeze and have a rammy or stuffy nose when we spray yournose.

5. There i no direct benefit from you perfurming this study except for leaming how well your body can cope
with polhution.

6. Please talk this over with your parents before you decide whether or not to participate. We will also ask your
parents to give their permission for you to take part in this study. But even if your parents say “yes” yon can
still decide not to do this. :

Date of preparation: 08/08/04

U  \HSPC Numbex

Exy.ration Date
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You can ask any questions that you have about the tudy. If i i

> study. If you have a question later that i
qow.youmml!meat(BIO) 825 9261 or ask me next time, If you ha:]re hay fever, you ‘ru:,al;rd;‘l'lllcﬂgk =
time fo ask questions about your hay fever. ’ i

Sigui:gyommneafﬂ:ehothumthatyou in thi change
: I agn:xc to be in this study. But remember
ond at any time. Youmdympremwﬂlbegivmaomofﬂﬁxﬁ:mafhrmm;;:d? 2o

Name of Subject Date

Date of preparation: 08/08/04
U~ 4 HSPC Number

E._

.atiom Dabe:
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HS-1(a) HIPAA Research Application
UCLA IRB
Pollution-enhanced allergic inflammation & Phase IT enzymes
P.L David Diaz-Sanchez

L Identify the Information that will be collected
A We will not review, collect information from or put information into MEDICAL RECORDS.

B. We will obtain nasal lavage as specimens from the research subjects. The only data attached 10 the
specimens will be a code. This code will. be availablc only 10 the PLand cn-P[ and will. be used to Ldenttt'y the
subjects name, address, date of birth and telephone nunber.

i
A We will obtain the HIPAA authorization of the subjects.

- 025
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